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	CENTRALISED PROCEDURES UNIT
AEMPS Pre-Submission Guidance for Users of the Centralised Procedure
	December 2018



Request for presubmission meeting 
Please send the completed form by e-mail to:
centralised_procedures@aemps.es
	I. APPLICANT

	Name

	

	Address


	

	( (contact, position)
	(:

e-(:

	MAH1
	


1 in case the applicant is not the MAH.

	II. PRODUCT PROFILE

	Trade name (company product code)
	

	Active substance(s) (INN/code)
	

	ATC (group/code)
	

	Description, indication(s)
	


	III. TYPE OF PRODUCT
	IV. REQUESTED EXPERTISE

	 FORMCHECKBOX 
 Chemical

 FORMCHECKBOX 
 Biological

 FORMCHECKBOX 
 Blood-derived

 FORMCHECKBOX 
 Protein (horm/enz …)

 FORMCHECKBOX 
 Herbal

 FORMCHECKBOX 
 Others

 FORMCHECKBOX 
 Recombinant

 FORMCHECKBOX 
 mAb

 FORMCHECKBOX 
 Protein (others)

 FORMCHECKBOX 
 Others

 FORMCHECKBOX 
 ATPs

       FORMCHECKBOX 
 Gene therapy      FORMCHECKBOX 
 Cell-based

       FORMCHECKBOX 
 Tissue-based      FORMCHECKBOX 
 Others 

 FORMCHECKBOX 
 Vaccine

 FORMCHECKBOX 
 Radiopharmaceuticals     

 FORMCHECKBOX 
 Homeopathic

 FORMCHECKBOX 
 Other
	 FORMCHECKBOX 
 Quality

 FORMCHECKBOX 
 Preclinical

 FORMCHECKBOX 
 Clinical:
     FORMCHECKBOX 
Pharmacokinetics/pharmacodynamics

     FORMCHECKBOX 
 Efficacy

     FORMCHECKBOX 
 Safety

     FORMCHECKBOX 
 RMP

     FORMCHECKBOX 
 Statistics 

 FORMCHECKBOX 
 Regulatory

 FORMCHECKBOX 
 Others (please specify):

 


	V. Preferred form of meeting

	 FORMCHECKBOX 
Meeting at AEMPS
 FORMCHECKBOX 
Telephone conference



	VI. BRIEF DESCRIPTION OF THE ISSUES TO BE DISCUSSED
(detailed information/briefing documentation will be requested upon confirmation of meeting date):

	


	VII. INTENDED NUMBER OF ATTENDANTS 

(maximum 7 - the final number of attendees will be based on the meeting room availability) 
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